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Disposition of Claims 

4) ^ Claim(s) 26-43 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) |EI Claim(s) 26-43 are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 20090812 



Application/Control Number: 10/577,814 Page 2 

Art Unit: 1635 

Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 



The inventions listed as Groups do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: Khvorova et al [US 
20070031844] have disclosed siRNA compounds targeting fas (see SEQ ID 
NOS:32731 , 32631 , 32531 , 32430, 32033, 32133, 32232, 32331, 32090, 32192, 32290, 
32386, 32481 , 32588, 32681 , and 32779, for example. It is also disclosed: 
Cytotoxic lymphocytes (e.g. CD8(+) cytotoxic T cells and natural killer cells) form the 
major defense of higher organisms against virus-infected and transformed cells. A key 
function of these cells is to detect and eliminate potentially harmful cells by inducing 
them to undergo apoptosis. This is achieved through two principal pathways, both of 
which require direct but transient contact between the killer cell and its target. The first 
pathway involves ligation of TNF receptor-like molecules such as Fas/CD95 to their 
cognate ligands, and results in mobilization of conventional, programmed cell-death 
pathways centered on activation of pro-apoptotic caspases. The second mechanism 
consists of a pathway whereby the toxic contents of a specialized class of secretory 
vesicles are introduced into the target cell. Studies over the last two decades have 
identified the toxic components as Granzymes, a family of serine proteases that are 
expressed exclusively by cytotoxic T lymphocytes and natural killer (NK) cells. These 
agents are stored in specialized lytic granules and enter the target cell via endocytosis. 
Like caspases, cysteine proteases that play an important role in apoptosis, granzymes 
can cleave proteins after acidic residues, especially aspartic acid, and induce apoptosis 
in the recipient cell. The disclosure of Khvorova et al has destroyed any special 
technical feature that would link the instant inventions. 



Furthermore: 
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Pursuant to 35 U.S.C. 121 and 37C.F.R. 1.141, the methods utilizing 
the sequences listed in claims 27, 33, and 40 are subject to restriction. If the 
members of the Markush group are sufficiently few in number or so closely 
related that a search and examination of the entire claim can be made without 
serious burden, the examiner must examine all the members of the Markush 
group in the claim on the merits, even though they are directed to 
independent and distinct inventions. In such a case, the examiner will not 
follow the procedure described below and will not require restriction. Since 
the decisions in In re Weber, 580 F.2d 455, 198 USPQ 328 (CCPA 1978) and 
In re Haas, 580 F.2d 461 , 1 98 USPQ 334 (CCPA 1 978), it is improper for the 
Office to refuse to examine that which applicants regard as their invention, 
unless the subject matter in a claim lacks unity of invention. In re Harnish, 631 
F.2d 716, 206 USPQ 300 (CCPA 1980); and Ex parte Hozumi, 3 USPQ2d 
1059 (Bd. Pat. App. & Int. 1984). Broadly, unity of invention exists where 
compounds included within a Markush group (1) share a common utility, and 
(2) share a substantial structural feature disclosed as being essential to that 
utility. 

Claims 27, 33, and 40 specifically claim method utilizing antisense by 
SEQ ID NOS, where each is targeted to and modulates the expression of 
Fas. Although the sequences claimed each target and modulate expression 
of the same gene, the instant sequences are considered to be unrelated, 
since each antisense sequence claimed is structurally and functionally 
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independent and distinct for the following reasons: each antisense sequence 

has a unique nucleotide sequence, each sequence targets a different and 

specific region of the targeted nucleic acid, and each, upon binding to its 

target, functionally modulates (increases or decreases) the expression of the 

gene and to varying degree. 

Furthermore, a search of more than one (1 ) of the antisense sequences claimed in the 
claims presents an undue burden on the Patent and Trademark Office due to the 
complex nature of the search and corresponding examination of more than one (1) of 
the claimed antisense sequences. In view of the foregoing, one (1 ) antisense sequence 
is considered to be a reasonable number of sequences for examination. Accordingly, 
applicants are required to elect one (1) antisense sequence. 

This application contains claims directed to more than one species of the generic 

invention. These species are deemed to lack unity of invention because they are not so 

linked as to form a single general inventive concept under PCT Rule 13.1 . 

The species are as follows: 

(a) Kidney cell or cardiac cell 

(b) The organs recited in claims 35, 41 , and 42 

Applicant is required, in reply to this action, to elect a single species from (a) and 
from (b) to which the claims shall be restricted if no generic claim is finally held to be 
allowable. The election of the species should correspond to the species elected in (b). 
The reply must also identify the claims readable on the elected species, including any 
claims subsequently added. An argument that a claim is allowable or that all claims are 
generic is considered non-responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
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all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

The claims are deemed to correspond to the species listed above in the following 
manner: 

The following claim(s) are generic: 26 for (a); and 31 and 40 for (b). 

The species listed above do not relate to a single general inventive concept under PCT 
Rule 13.1 because, under PCT Rule 13.2, the species lack the same or corresponding 
special technical features for the following reasons: see above. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement may be traversed (37 CFR 1 .143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
preserve a right to petition, the election must be made with traverse. If the reply does 
not distinctly and specifically point out supposed errors in the restriction requirement, 
the election shall be treated as an election without traverse. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean R. McGarry whose telephone number is (571) 

272- 0761 . The examiner can normally be reached on M-Th (6:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, J. Douglas Schultz can be reached on (571) 272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Sean R McGarry 
Primary Examiner 
Art Unit 1635 

/Sean R McGarry/ 

Primary Examiner, Art Unit 1635 



